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unpublished health and safety studies 
previously submitted to any Federal 
agency without claims of confiden-
tiality in accordance with § 716.35(a)(4), 
or copies of each such study in accord-
ance with § 716.30. 

(b) Submission under paragraph (a) of 
this section must be identified either 
on the face of the study or otherwise 
by the applicable chemical name and 
CAS number (if any) listed in 
§ 716.120(a) (1) and (2), and must be ac-
companied by a cover letter containing 
the name, job title, address and tele-
phone numbers of the submitting offi-
cial, and the name and address of the 
manufacturing or processing establish-
ment on whose behalf the submission is 
made. 

(c) Persons must use the CISS tool to 
complete and submit all data, reports, 
and other information required by 40 
CFR part 716, via CDX. Submission re-
quires registration with CDX, and must 
be made only as set forth in this sec-
tion. 

(d) To access the CISS tool go to 
https://cdx.epa.gov/ssl/CSPP/ 
PrimaryAuthorizedOfficial/Home.aspx 
and follow the appropriate links and 
for further instructions to go http:// 
www.epa.gov/oppt/chemtest/ereporting/ 
index.html. 

[51 FR 32726, Sept. 15, 1986, as amended at 52 
FR 20084, May 29, 1987; 52 FR 44828, Nov. 20, 
1987; 53 FR 12523, Apr. 15, 1988; 53 FR 46746, 
Nov. 18, 1988; 60 FR 34463, July 3, 1995; 63 FR 
15774, Apr. 1, 1998; 71 FR 47135, Aug. 16, 2006; 
78 FR 72826, Dec. 4, 2013] 

§ 716.40 EPA requests for submission 
of further information. 

EPA may, by letter, request a person 
to submit or make available for review 
the following information after the ini-
tial reporting under §§ 716.30 and 716.35. 
If the requested submissions are not 
made, EPA may subpoena them under 
section 11 of TSCA, 15 U.S.C. 2610. 

(a) Submission of underlying data of 
the kind described in § 716.10(a)(4) by 
persons who submit copies of studies 
under § 716.30 or list studies under 
§ 716.35(a)(1) or § 716.35(a)(2). 

(b) Submission of preliminary reports 
of ongoing studies by persons who list 
the studies under § 716.35(a)(1) or 
§ 716.35(a)(2). 

(c) Submission of copies of studies by 
persons listed under § 716.35(a)(3) as pos-
sessing them. 

§ 716.45 How to report on substances 
and mixtures. 

Section 716.120 lists substances and 
mixtures, in order by Chemical Ab-
stract Service Registry Number and by 
alphabetical order. Studies of listed 
substances and listed mixtures shall be 
reported as follows: 

(a) When a substance is individually 
listed under § 716.120(a), studies of the 
substance and studies of mixtures 
known to contain the substance must 
be reported as studies of that sub-
stance. 

(b) When two or more substances are 
listed as a mixture under § 716.120(b), 
studies of the listed mixture and stud-
ies of any mixture known to contain 
the listed mixture must be reported as 
studies of the listed mixture. 

(c) Studies of the following prepara-
tions of a substance must be reported 
as studies of the substance itself, not 
as studies of mixtures known to con-
tain the substance. 

(1) The substance in aqueous solu-
tion. 

(2) The substance containing a small 
amount of an additive, such as a sta-
bilizer, emulsifier, or other chemical 
added for purposes of maintaining the 
integrity or physical form of the sub-
stance. 

(3) The substance of the grade/purity 
specified in each rule promulgated 
under 15 U.S.C. 2607(d). 

[51 FR 32726, Sept. 15, 1986, as amended at 63 
FR 15774, Apr. 1, 1998] 

§ 716.50 Reporting physical and chem-
ical properties. 

Studies of physical and chemical 
properties must be reported under this 
subpart if performed for the purpose of 
determining the environmental or bio-
logical fate of a substance, and only if 
they investigated one or more of the 
following properties: 

(a) Water solubility. 
(b) Adsorption/desorption on particu-

late surfaces, e.g., soil. 
(c) Vapor pressure. 
(d) Octanol/water partition coeffi-

cient. 
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(e) Density/relative density (specific 
gravity). 

(f) Particle size distribution for insol-
uble solids. 

(g) Dissociation constant. 
(h) Degradation by photochemical 

mechanisms—aquatic and atmospheric. 
(i) Degradation by chemical mecha-

nisms—hydrolytic, reductive, and 
oxidative. 

(j) Degradation by biological mecha-
nisms—aerobic and anaerobic. 

§ 716.55 Confidentiality claims. 
(a)(1) Section 14(b) of TSCA provides 

that EPA may not withhold from dis-
closure, on the grounds that they are 
confidential business information, 
health and safety studies of any sub-
stance or mixture that has been offered 
for commercial distribution (including 
for test marketing purposes and for use 
in research and development), any sub-
stance or mixture for which testing is 
required under TSCA section 4, or any 
substance for which notice is required 
under TSCA section 5, except to the ex-
tent that disclosure of data from such 
studies would reveal— 

(i) Processes used in the manufac-
turing, importing, or processing of the 
substance or mixture, or 

(ii) The portion of a mixture com-
prised by any of the substances in the 
mixture. 

(2) Any respondent who wishes to as-
sert a claim that part of a study should 
be withheld from disclosure because 
disclosure would reveal a confidential 
process or quantitative mixture com-
position should briefly state the basis 
of the claim, e.g., by saying ‘‘reveals 
confidential mixture proportion data,’’ 
and clearly identify the material sub-
ject to the claim. 

(3) Any respondent may assert a con-
fidentiality claim for company name or 
address, financial statistics, and prod-
uct codes used by a company. This in-
formation will not be subject to the 
disclosure requirements of section 14(b) 
of TSCA. 

(4) Information other than company 
name or address, financial statistics, 
and product codes used by a company, 
which is contained in a study, the dis-
closure of which would clearly be an 
unwarranted invasion of personal pri-
vacy (such as individual medical 

records), will be considered confiden-
tial by EPA as provided in Title 5, 
United States Code, section 552(b)(6). 

(b) To assert a claim of confiden-
tiality for data contained in a sub-
mitted document, the respondent must 
submit two copies of the document: 

(1) One copy must be complete. In 
that copy, the respondent must indi-
cate what data, if any, are claimed as 
confidential by bracketing or under-
lining the specific information. Each 
page containing data claimed as con-
fidential must also contain a brief 
statement for the basis of the claim as 
well as a label such as ‘‘confidential,’’ 
‘‘proprietary,’’ or ‘‘trade secret.’’ 

(2) The second copy must be com-
plete, except that all information 
claimed as confidential in the first 
copy must be deleted. The second copy 
will be immediately subject to public 
disclosure. 

(3) Failure to furnish a second copy 
when information is claimed as con-
fidential in the first copy will be con-
sidered a presumptive waiver of the 
claim of confidentiality. EPA will no-
tify the respondent by certified mail 
that a finding of a presumptive waiver 
of the claim of confidentiality has been 
made. The respondent will be given 30 
days from the date of his or her receipt 
of this notification to submit the re-
quired second copy in accordance with 
the method specified in § 716.30(d). If 
the respondent fails to submit the sec-
ond copy within the 30 days, EPA will 
place the first copy in the docket. 

(c) If no claim of confidentiality ac-
companies a document at the time it is 
submitted to EPA, the document will 
be placed in an open file available to 
the public without further notice to 
the respondent. 

[51 FR 32726, Sept. 15, 1986, as amended at 78 
FR 72826, Dec. 4, 2013] 

§ 716.60 Reporting schedule. 
(a) General requirements. Except as 

provided in § 716.5 and paragraphs (b) 
and (c) of this section, submissions 
under §§ 716.30 and 716.35 must be sub-
mitted using the electronic method 
specified in §§ 716.30(c) and 716.35(c), on 
or before 60 days after the effective 
date of the listing of a substance or 
mixture in § 716.120 or within 60 days of 
proposing to manufacture (including 
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